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Efficacy Study Data Evaluation Record

Title: The Evaluation of the Efficacy of Q-Sect IGR Flea Collar for Cat Flea Control on Dogs

Purpose/Objective:

The objective of this study was to evaluate the efficacy of an
experimental 3M collar containing nylar for reproduction inhibition
¢f the ~at flea on dogs.

The: justification for this test system was that dogs are onec
of the target systems for the commercial product. The route of

administration was chosen by the sponsor.

Materials and Methods

Test Material(s):
Group A- 3M Nylar Collar
Lot No. 93709113 A2, A3, A4, A6, A7, A8

Group B- 3M Nvlar Collar
Lot No. 93709113 Bl, B2, B3, B5, B7, Bl0

Each collar had a mean initial mass of 12.15 g, which declined to 3.15 g after one year, losing a
mean of 9.0 g. The active ingredient concentrations were not provided, and the results of a nylar
depletion study that might have provided this information are referenced to Appendix 1, which was
not provided.

Test Location: Corapeake, NC

Positive Control/Reference Standard, if used: Not used

Species Tested:

e Common name and scientific name of each species. Cat flea, Ctenocephalides felis

e Life stage as egg or nymph or larvae including stadia; or adult and sex and age. Unfed
adult

Describe the insecticide susceptibility status of the test population. Not reported
Describe the origin of field collected strains. PLRS in-house colony

If female adults are used - are they gravid? Not reported

Describe rearing techniques. Not described



Experiment description:

e List the treatments including the untreated control.

Group A- 3M Nylar Collar
Lot No. 93709113 A2, A3, R4, A6, A7, A8

Group B- 3M Nvlar Collar
Lot No. 93709113 Bl1l, B2, B3, B5, B7, Bl0

Each collar had a mean initial mass of 12.15 g, which declined to 3.15 g after one year,
losing a mean of 9.0 g. The active ingredient concentrations were not provided, and the
results of a nylar depletion study that might have provided this information are referenced
to Appendix 1, which was not provided

Untreated replicate consisted of 6 dogs treated as were the test animals but not wearing the
test collar.

¢ Include a description of:
o Test arenas and/or apparatus (include site description and location):

On Test Days 0, 7, 14, 21, 28, 35, 42 and 49, each dog was
infested with approximately 100-200 unfed adult fleas.

The ovicidal portion of this study was extended as follows:
The cdogs in all three test Groups were iafested with fleas, as
previcusly described on Test Days 63, 77, 91, 105, 119, 133, 147,
161, 175, 185, 202, 217, 23C, 263, 273, 286, 301, 312, 329, 350 aad
363. Ova were collected from each of the dogs on the fourth dey
following each of these infestations, i.e. Test Days 67, 81, 95,
107, 123, 137, 151, 165, 179, 193, 20f, 221, 234, 267, 277, 290,
305, 316, 333, 354 and 367. These ova were observed at ~72 hours
and handled as previously described.
placed in the petri dish. Each petri dish was labeled with tape
that indicated the dog number, study number, calendar date, etc.

The dishes were observed (counted) for larval hatch at
approximately 72 hours post~collection. Flea growth mediuvm was
added to each dish after the larval hatch was determined. Adult
flea counts of each dish were made at 21, 28 and 35 days post-
collection. Each dog was washed witn a non-insecticidal shampoo to

remove existing flea populations.



o Method(s) of application: Treated collar

o Number of replicates per treatment: 6 dogs

o Number of individuals per replicate: 100 to 200 fleas at intervals throughout the
study

o Length of exposure to treatment (time in seconds, minutes or hours): 4 days

o Were tested specimens transferred to clean containers? Yes

o Experimental conditions (state relative humidity, temperature, and photoperiod):
Laboratory conditions, specifics not reported

o The type of harborage if used in the experiment: See test apparatus description
above

o The data and/or endpoints that were recorded and how they were assessed (e.g..
prodded with a needle to see if specimens move):

The dishes were observed (counted) for larval hatch at

approximately 72 hours post-collection. Flea growth medivm was

Product efficacy was determined at 35 days following each
reinfestation using the following formula:

Percent of adult fleas in the "control" dishes -
ce 1t e . n
Percent of adult fleas in the “control"” dishes
o Report if morbidity and mortality were recorded separately: NA: data based on
number of ova collected and live larvae hatched
o Statistical analysis conducted and justification for selecting the approach to data
analysis and statistics used (were data corrected to account for abnormalities in the
data/study design, what level of significance was used, what were the confidence
intervals around the mean value(s), was a median value also reported?): Not
performed

X100

Data Reported/Results

e 100% ovicidal effect was observed in both treatment groups from day 4 to 367
following periodic re-infestations four days after each re-infestation.



e Deviations or amendments from the protocol.
On Test Day 66, Dog # 5191 destroyed its second collar (Collar

ID 9319-A-9) and was fitted with the only remaining Test Group A
replacement collar (Collar ID 9319-A-10). Since this collar that
had been hung up on Test Day -6 and not Test Day -7 (as per SOP),
this can be considered a deviation from the protocol, since the SOP
was referenced in the protocol. However, this deviation has no

impact on the results of this study.

Other deviations are mentioned in the text, but are not described in detail

e For each tested species, report the % efficacy (e.g. knockdown, mortality, repellency)
for each treatment group. Include the following information, if applicable:
o Timepoints (e.g., 4 h, 24 h) at which greater than 90% efficacy was observed.
o Tested a.i. application rate: Not determinable
o Surface tested, for residual studies (e.g. ceramic tile, wood panel): Living
animal “hot
o Formulation type (e.g. aerosol. granular): Treated collar
o Application type (e.g. direct, surface, area): Surface
o Timepoints at which corresponding control mortality is greater than 10%: NA;
data based on comparison of living flea hatch compared to control

Conclusions

Use of one 3M Nylar collar per dog caused >90% ovicidal effect from day 4 to 367 of the
test as determined by egg hatch 4 days after each periodic re-infestation.

Sufficient eggs were collected, indicating a true ovicidal effect.

The active ingredient concentrations were not provided, and the results of a nylar
depletion study that might have provided this information are referenced to Appendix 1,
which was not provided.

Loss of collar mass could be due to washing or other activities, and the 9.0 g loss might
not directly correlate to delivery of active ingredient to the dogs. as supported by the
ambiguous results of the dog hair analysis reported in the MRID.
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Study 1
Efficacy Study Data Evaluation Record

Title: Final Report on the Evaluation of Deltamethrin Collars for Flea and Tick Control on Dogs
(RBD 191)

Purpose/Objective:
Evaluate efficacy of two Deltamethrin collars for

controlling fleas and ticks on dogs.

Materials and Methods

Test Material(s):
1. 3% Deltamethrin: DTM 3%, RS1-182, Lot #1103

2. 4% Deltamethrin: DTM 4%, R91-183, Lot #1104
Market Standard: Escort Flea and Tick Collar, 15%

Diazanon, Lot #0-GYR-02

Test Location: Greenbrier. AR

Positive Control/Reference Standard, if used: Escort flea collar, as described above

Species Tested:

e Common name and scientific name of each species. Flea, Ctenocephalides (species not
identified): brown dog tick, Rhipicephalus sanguineus

e Life stage as egg or nymph or larvae including stadia; or adult and sex and age. Not
reported

e Describe the insecticide susceptibility status of the test population. Not reported

e Describe the origin of field collected strains. Not reported

e If female adults are used - are they gravid? Not reported

® Describe rearing techniques. Not described

Experiment description:

e List the treatments including the untreated control.
1. 3% Deltamethrin: DTM 3%, R91-182, Lot #1103

2. 4% Deltamethrin: DTM 4%, R91-183, Lot #1104
Market Standard: Escort Flea and Tick Collar, 15%

Diazanon, Lot #0-GYR-02
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Application methods were not described
Untreated replicates were not described

Include a description of:

O 00 O0O0O0COo

o 0

Test arenas and/or apparatus (include site description and location): Not described
Method(s) of application: Treated collar

Number of replicates per treatment: Not reported

Number of individuals per replicate: Not reported

Length of exposure to treatment (time in seconds, minutes or hours): Not reported
Were tested specimens transferred to clean containers? Not reported

Experimental conditions (state relative humidity, temperature, and photoperiod):
Not reported

The type of harborage if used in the experiment: Not reported

The data and/or endpoints that were recorded and how they were assessed (e.g.,
prodded with a needle to see if specimens move): Not reported

Report if morbidity and mortality were recorded separately: Not reported
Statistical analysis conducted and justification for selecting the approach to data
analysis and statistics used (were data corrected to account for abnormalities in the
data/study design, what level of significance was used. what were the confidence
intervals around the mean value(s), was a median value also reported?): Not
reported

Data Reported/Results

Species | Treatment Days >90% Efficacy Observed

Flea

3% Deltamethrin collar 21 to 77*, 105 to 182, 210, 294, 322, 406

4% Deltamethrin collar 105 to 182%, 210 to 294, 322 to 434, 462

Escort Collar 3.7.14,21t0 77, 118 to 182, 210 to 294

Tick

3% Deltamethrin collar Tto77. 118, 147 to 434*

4% Deltamethrin collar 71077, 118, 147 to 434*

Escort Collar Not observed

* Data for these time points given as a range that included observations below 90%

Deviations or amendments from the protocol. None reported
For each tested species, report the % efficacy (e.g. knockdown, mortality, repellency)
for each treatment group. Include the following information, if applicable:

o Timepoints (e.g.. 4 h, 24 h) at which greater than 90% efficacy was observed.
3% Deltamethrin collar: Flea: days 21 to 77*, 105 to 182, 210, 294, 322, 406;
Tick: days 7 to 77, 118, 147 to 434*. 4% Deltamethrin collar: Flea: days 105 to
182*, 210 to 294, 322 to 434, 462; Tick: days 7 to 77, 118, 147 to 434*. Escort
Collar: Flea: days 3. 7, 14, 21 to 77. 118 to 182. 210 to 294. *Intermittent
control over 90%

o Tested a.i. application rate: Not determinable

o Surface tested, for residual studies (e.g. ceramic tile, wood panel): Living
animal
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o Formulation type (e.g. aerosol, granular): Treated collar

o Application type (e.g. direct, surface, area): Surface

o Timepoints at which corresponding control mortality is greater than 10%: Not
reported

Conclusions

Use of a 3% Deltamethrin collar caused >90% efficacy against flea on days 21 to 77
(intermittent), 105 to 182, 210, 294, 322, 406 and ticks on days 7 to 77, 118, 147 to 434
(intermittent).

Use of a 4% Deltamethrin collar caused >90% efficacy against flea on days 105 to 182
(intermittent), 210 to 294, 322 to 434, 462 and ticks on days 7 to 77, 118, 147 to 434
(intermittent).

Use of an Escort collar containing 15% Diazinon caused >90% efficacy against flea on
days 3,7, 14,21 to 77, 118 to 182, 210 to 294.

Data were presented in a way that prevented precise observations of 90% efficacy.
Untreated control replicates not described or reported.

Much of the treatment methods description is not included and affects the ability to review
this study.
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Study 2
Efficacy Study Data Evaluation Record

Title: Evaluation of the Flea and Tick Control Efficacy of a 3 and 4 Percent DTM Collar as
Compared to the Market Standard (Escort®) when Applied to Dogs

Purpose/Objective:
Twenty-four (24) dogs of mixed breeding were used to compare the
flea and tick control efflcacy of 3% DTM, 4% DTM and Escort collars.

Materials and Methods

Test Material(s): DTM Collars, 3 and 4% DTM
Test Location: California

Positive Control/Reference Standard, if used: Escort” Collars

Species Tested:

e Common name and scientific name of each species. Flea (species not identified): brown
dog tick, Rhipicephalus sanguineus

* Life stage as egg or nymph or larvae including stadia; or adult and sex and age. Not

reported

Describe the insecticide susceptibility status of the test population. Not reported

Describe the origin of field collected strains. Not reported

If female adults are used - are they gravid? Not reported

Describe rearing techniques. Not reported

Experiment description:

e List the treatments including the untreated control. 3% DTM Collar, 4% DTM Collar,
Escort Collar
e Include a description of:
o Test arenas and/or apparatus (include site description and location):
Periedically, the dogs were Infested with 100 fleas and S0 Brown Dog
ticks., Subsequently, the parasites were counted to evaluate the flea
and tick control efflcacy provided by the experimental collars.
o Method(s) of application: Treated collar
Number of replicates per treatment: Not reported
o Number of individuals per replicate: 24 dogs in total. how distributed among
treatments was not described
o Length of exposure to treatment (time in seconds, minutes or hours): 190 days
Were tested specimens transferred to clean containers? Not reported
o Experimental conditions (state relative humidity, temperature, and photoperiod):
Not reported

(o]

O
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o The type of harborage if used in the experiment: Not reported

o The data and/or endpoints that were recorded and how they were assessed (e.g.,
prodded with a needle to see if specimens move): Not described

o Report if morbidity and mortality were recorded separately: Not reported

o Statistical analysis conducted and justification for selecting the approach to data
analysis and statistics used (were data corrected to account for abnormalities in the
data/study design, what level of significance was used, what were the confidence
intervals around the mean value(s), was a median value also reported?): Not
performed

Data Reported/Results

The 3 and 4% DTM collars gave superior flea and tlck control to the
Escort collar. The 4% DTM collar was superlor to the 3% collar, and
provided between 82.1 and 97.4% flea control and between 98.6 and 100.0%
tick contrel for the duratlon of the 190-day study. The Escort collar
gave very poor tlck control.

¢ Deviations or amendments from the protocol. None reported
e For each tested species, report the % efficacy (e.g. knockdown, mortality, repellency)
for each treatment group. Include the following information, if applicable:
o Timepoints (e.g.. 4 h, 24 h) at which greater than 90% efficacy was observed.
Fleas: 190 days (intermittent), ticks: 190 days
o Tested a.i. application rate: Not determinable
o Surface tested, for residual studies (e.g. ceramic tile, wood panel): Living
animal
o Formulation type (e.g. aerosol, granular): Treated collar
o Application type (e.g. direct, surface, area): Surface
o Timepoints at which corresponding control mortality is greater than 10%: Not
reported

Conclusions

Use of a 4% DTM collar caused >90% efficacy against fleas for 190 days (intermittent)
and against ticks for 190 days.

The manner the data were reported, as a range, prevented precise determination of >90%
efficacy observations.

Very few experimental details were provided.
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Study 3
Efficacy Study Data Evaluation Record

Title: Evaluation of DTM Collars and Comparison to Market Standard against Fleas and Ticks

Purpose/Objective: Not stated

Materials and Methods

Test Material(s): 3% DTM Collar, 4% DTM Collar

Test Location: Stillwater, OK

Positive Control/Reference Standard, if used: Escort™ Collar

Species Tested:

e Common name and scientific name of each species. Cat flea, Ctenocephalides felis:
brown dog tick, Rhipicephalus sanguineus: American dog tick. Dermacentor variabilis

e Life stage as egg or nymph or larvae including stadia; or adult and sex and age. Not
reported

® Describe the insecticide susceptibility status of the test population. Not reported

e Describe the origin of field collected strains. Not reported

e If female adults are used - are they gravid? Not reported
Describe rearing techniques. Not reported

Experiment description:

e List the treatments including the untreated control. 3% DTM Collar, 4% DTM Collar,
Escort Collar

Treatments included: (1) untreated control; (2) Dog collars-
Experimental-DTM 4%; (3) Dog collars-Experimental-DTM 3%; and (4)
Commercial product-Escort® (Schering Corp.) Efficacy and
e Include a description of:
o Testarenas and/or apparatus (include site description and location):
Thirty-two beagle dogs were maintained within indoor runs

and were divided into four treatment groups of 8 dogs each.

Method(s) of application: Treated collar

Number of replicates per treatment: 8

Number of individuals per replicate: 1 dog

Length of exposure to treatment (time in seconds, minutes or hours): Continuous
Were tested specimens transferred to clean containers? Not reported
Experimental conditions (state relative humidity, temperature, and photoperiod):
Not reported

0O 00 O0O0O0
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o The type of harborage if used in the experiment: Not reported

o The data and/or endpoints that were recorded and how they were assessed (e.g.,
prodded with a needle to see if specimens move): Not described

o Report if morbidity and mortality were recorded separately: Not reported

o Statistical analysis conducted and justification for selecting the approach to data
analysis and statistics used (were data corrected to account for abnormalities in the
data/study design, what level of significance was used. what were the confidence
intervals around the mean value(s), was a median value also reported?): Not
performed

Data Reported/Results

variablis) for ca 1 year. After a slow initia]: st’art, 4% DTM
collars gave near complete flea control for days, 30-378 and good
to excellent control of brown dog ticks during the same period up
to about 300 days. The 3% DTM collar was slightly less effective
for about 300 days. The Escort® collar was not particularly
effective at any time, but did give good flea control from Days
75-137. It was ineffective against ticks. The DTM 4% collar was
also quite effective against the American dog tick up to day 300.

¢ Deviations or amendments from the protocol. None reported
¢ For each tested species, report the % efficacy (e.g. knockdown, mortality, repellency)
for each treatment group. Include the following information, if applicable:
o Timepoints (e.g., 4 h, 24 h) at which greater than 90% efficacy was observed.
Not determinable
o Tested a.i. application rate: Not determinable
o Surface tested, for residual studies (e.g. ceramic tile, wood panel): Living
animal
o Formulation type (e.g. aerosol, granular): Treated collar
o Application type (e.g. direct, surface, area): Surface
o Timepoints at which corresponding control mortality is greater than 10%: Not
reported

Conclusions

e Because no data were reported, 290% efficacy levels could not be determined.
e Much of the important testing data and results are missing.
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Study 4
Efficacy Study Data Evaluation Record

Title: The Efficacy of Three Different Types of Collar when Applied to Dogs against Infestations
of Adult Rhipicephalus sanguineus

Purpose/Objective: ]
The objective of this study was to evaluate the efficacy of three different collars when

applied to dogs against infestations of adult Rhipicephalus sanguineus on dogs.

Materials and Methods

Test Material(s): ‘
Dogs assigned to Group 2 (n = 8) were fitted a single Roussel UCLAF Animal Health
Collar (4% Deltamethrin) on Study Day 0.

Dogs assigned to Group 3 (n = 8) were ftted a single Bayer Collar (Kiltix®) on Study
Day 0.

Dogs assigned to Group 4 (n = 8) were fitted a single Virbac Collar ('Prevcnt‘ic") on
Study Day 0.

Active ingredients of Kiltix was not provided
Preventic contained an unreported concentration of Amitraz

Test Location: Mayo, Ireland. This study reports results on a species of interest in the United
States

Positive Control/Reference Standard, if used: Kiltix and Preventic collars as described above
e e et e o) 08 U S

Species Tested:

* Common name and scientific name of each species. Brown dog tick. Rhipicephalus
sanguineus

* Life stage as egg or nymph or larvae including stadia; or adult and sex and age. Adult,

mixed sex

Describe the insecticide susceptibility status of the test population. Not reported

Describe the origin of field collected strains. Not reported

If female adults are used - are they gravid? Not reported

Describe rearing techniques. Not described
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Experiment description:

List the treatments including the untreated control.
Dogs assigned to Group 2 (n = 8) were fitted a single Roussel UCLAF Animal Health
Collar (4% Deltamethrin) on Study Day 0.

Dogs assigned to Group 3 (n = §) were fitted  single Bayer Collar (Kiltix®) on Study
Day 0.

Dogs assigned to Group 4 (n = 8) were fitted a single Virbac Collar (Prcvent_lco) on
Study Day 0.

Active ingredients of Kiltix was not provided
Preventic contained an unreported concentration of Amitraz
Untreated replicates are not described or reported

Include a description of:
o Test arenas and/or apparatus (include site description and location):

O C 0O

0

Twenty five unfed adult Rhipicephalus sanguineus of mixed sex ratio (approximately
50:50) were applied to each dog on Study Day -2, Study Days 7, 14, 30, 60, 90, 120,

150, 180 and 210.

Evaluation of the residual insecticidal activity of each collar was made by reinfesting
dogs as outlined above and by carrying out tick counts on Study Days 8-10, 15-17,
31-33, 61-63, 91-93, 121-123, 151-153, 181-183, 211-213 respectively.

Method(s) of application: Treated collar

Number of replicates per treatment: 8

Number of individuals per replicate: 1 dog

Length of exposure to treatment (time in seconds, minutes or hours): 24, 48 and 72
hr after tick re-infestation

Were tested specimens transferred to clean containers? Not reported
Experimental conditions (state relative humidity, temperature, and photoperiod):
Not reported

The type of harborage if used in the experiment: Not described

The data and/or endpoints that were recorded and how they were assessed (e.g.,
prodded with a needle to see if specimens move):

The initial knockdown mortality of each collar type against adult ticks was evaluated
by carrying out tick counts at 24, 48 and 72 hours after treatment on Study Day 0.

Report if morbidity and mortality were recorded separately: Not recorded separately
Statistical analysis conducted and justification for selecting the approach to data
analysis and statistics used (were data corrected to account for abnormalities in the
data/study design, what level of significance was used. what were the confidence
intervals around the mean value(s), was a median value also reported?): Not
performed
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Data Reported/Results

The % knockdown mortality was 15, 45 and 78 on Study Days 1 - 3 respectively for
dogs fitted with Roussel UCLAF Animal Health Collar. The % knockdown mortahty
was 26, 92 and 100 on Study Days 1 -3 respectively for dogs fitted with Kiltix®
collar. The % knockdown mortality was 79 87 and 98 % on Study Days 1 -3
respectively for dogs fitted with Preventic® collar.

For the Roussel UCLAF and the Bayer Kiltix collars the residual mortality remained
above approximately 80% for the entire study. The residual mortality for the Virbac
Preventic Amitraz Collar remained above approximately 80% up to Study Day 153.
On Study Day 181, the mortality declined to 47% but on days 182 and 183 it
increased to 84 and 97% respectively. There was a significant decrease in residual
mortality below 63% between Study Days 211 and 213 for the Virbac Preventic
Amitraz Collar.
e Deviations or amendments from the protocol. None reported
e For each tested species, report the % efficacy (e.g. knockdown, mortality, repellency)
for each treatment group. Include the following information, if applicable:
o Timepoints (e.g., 4 h, 24 h) at which greater than 90% efficacy was observed.
Initial infestation: Kiltix Collar: 2 and 3 days after infestation, Preventic
Collar: 3 days. Re-infestations: Preventic Collar: day 183
o Tested a.i. application rate: Not determinable
o Surface tested. for residual studies (e.g. ceramic tile, wood panel): Living
animal
o Formulation type (e.g. aerosol, granular): Treated collar
o Application type (e.g. direct, surface, area): Surface
o Timepoints at which corresponding control mortality is greater than 10%: Not
reported

Conclusions

Use of a Kiltix collar caused >90% knockdown mortality to brown dog tick 2 and 3 days
after initial infestation.

Use of a Preventic collar caused >90% knockdown mortality to brown dog tick 3 days
after initial infestation and on day 183 during periodic re-infestations.

Precise 90% efficacy levels were not determinable based on the nature of the data
reported.

Important details about the testing methods were missing from this report.
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Study 5
Efficacy Study Data Evaluation Record

Title: Evaluation of the Efficacy of Collars against Ticks on Naturally Infested Dogs

Purpose/Objective:

- <dusl acti of collars
is: To evaluate the eradication power, residual activity and repellent effect
WW(W@MMliMW-

Materials and Methods

Test Material(s): Scalibur collar, containing an unreported concentration of Deltamethrin

Test Location: Valenzano, Italy. This study reports results on a pest of relevance in the United
States

Positive Control/Reference Standard, if used: Not used

Species Tested:

e Common name and scientific name of each species. Brown dog tick, Rhipicephalus
sanguineus

e Life stage as egg or nymph or larvae including stadia: or adult and sex and age. Larvae

and adults

Describe the insecticide susceptibility status of the test population. Not reported

Describe the origin of field collected strains. Natural populations in a dog kennel

If female adults are used - are they gravid? Not reported

Describe rearing techniques. NA: natural field populations used

Experiment description:

e List the treatments including the untreated control. Scalibur collar, containing an
unreported concentration of Deltamethrin. 20 untreated control dogs are mentioned but
not described.

¢ Include a description of:

o Test arenas and/or apparatus (include site description and location): “heavily
infested kennel”

Method(s) of application: Treated collar

Number of replicates per treatment: Not reported

Number of individuals per replicate: 1 dog

Length of exposure to treatment (time in seconds, minutes or hours): Continuous

Were tested specimens transferred to clean containers? No

Experimental conditions (state relative humidity, temperature, and photoperiod):

Not reported

The type of harborage if used in the experiment: Not reported

O 0O 0 00 O0

(0]
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o The data and/or endpoints that were recorded and how they were assessed (e.g.,
prodded with a needle to see if specimens move): Not described

o Report if morbidity and mortality were recorded separately: Not reported

© Statistical analysis conducted and Justification for selecting the approach to data
analysis and statistics used (were data corrected to account for abnormalities in the
data/study design, what level of significance was used. what were the confidence
intervals around the mean value(s), was a median value also reported?): Not
performed

Data Reported/Results

" collars containing deltamethrin, showed good cradication powers
pmﬁdedw;mplsc:t&gmﬂion against both larval and adult ticks (Rﬁfplccplu.hs mrgubm::f)t;n:
nymp found), in dogs living inaMﬁlywthThkmmw.

'odh::;b:;vcenamhi::unfuhomsmdnmuimumoflo-zoaysﬁomﬂte!imngofthel
zlzandlumdupmﬂ:emay,beyundwbichmmmeﬁdumfnmd,wmmﬂ:ecomo

o Asamullitmimpow‘blemmmsiﬁnalnﬁvny@m@cI%day(ﬁm?mhs),t:
was demanded in the experimental protocol, since the life cycle of Rhipicephalus sanguineus (

ies present in the kennel) came to a halt. )
mw%ﬁ,ﬁ?ﬂﬂdhm&dﬂu&dﬂﬂtbemhﬁﬂhﬁmﬂntmﬁﬁmmwz
day and which lasted until the 90th day, involving 15 untreated dogs out of 20 (i.e. 75%), none
the dogs wearing a collar was infested.

® Deviations or amendments from the protocol. Loss of tick populations in control dogs
after 90 days
* For each tested species. report the % efficacy (e.g. knockdown, mortality, repellency)
for each treatment group. Include the following information, if applicable:
o Timepoints (e.g., 4 h, 24 h) at which greater than 90% efficacy was observed.
From the first to 10 or 20th day to 90 days
© Tested a.i. application rate: Not determinable
o Surface tested, for residual studies (e.g. ceramic tile, wood panel): Living
animal
© Formulation type (e.g. aerosol, granular): Treated collar
© Application type (e.g. direct, surface., area): Surface
o Timepoints at which corresponding control mortality is greater than 10%: Not
reported

Conclusions

e Use of a Scalibur collar containing an unreported concentration of Deltamethrin caused
>90% reduction in tick numbers on dogs from between the first to 10 or 20th day to the
90th day.

® Because of how the data were presented, determination of 90% efficacy was not possible.
Much of the important information in this study was not provided
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Study 6
Efficacy Study Data Evaluation Record

Title: Evaluation of the Efficacy of Collars against Fleas on Naturally Infested Dogs

Purpose/Objective:

. icati . residual activity and repellent effect of collars
Alms: To cvaluate the eradication POV T afested dog.

Materials and Methods

Test Material(s): Scalibur collar, containing an unreported concentration of Deltamethrin

Test Location: Valenzano, Italy. This study reports results on a pest of relevance in the United
States

Positive Control/Reference Standard, if used: Not used

Species Tested:

e Common name and scientific name of each species. Cat flea. Ctenocephalides felis: dog
flea, Ctenocephalides canis

o Life stage as egg or nymph or larvae including stadia; or adult and sex and age. Not
reported

e Describe the insecticide susceptibility status of the test population. Not reported

e Describe the origin of field collected strains. Natural populations in a kennel
If female adults are used - are they gravid? Not reported
Describe rearing techniques. NA: natural field populations used

Experiment description:

e List the treatments including the untreated control. Scalibur collar, containing an
unreported concentration of Deltamethrin. Untreated controls were not described or
reported

e Include a description of:

o Test arenas and/or apparatus (include site description and location): “*Seriously
infested kennel™

o Method(s) of application: Treated collar

o Number of replicates per treatment: Not reported

o Number of individuals per replicate: 1 dog

o Length of exposure to treatment (time in seconds, minutes or hours): Continuous

o Were tested specimens transferred to clean containers? Not reported

o Experimental conditions (state relative humidity. temperature, and photoperiod):
Not reported

o The type of harborage if used in the experiment: Not described
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o The data and/or endpoints that were recorded and how they were assessed (e.g.,
prodded with a needle to see if specimens move): Not reported

o Report if morbidity and mortality were recorded separately: Not reported

o Statistical analysis conducted and justification for selecting the approach to data
analysis and statistics used (were data corrected to account for abnormalities in the
data/study design, what level of significance was used, what were the confidence
intervals around the mean value(s). was a median value also reported?): Not
performed

Data Reported/Results

The “Scalibar” collars containing deltamethrin, provided complets protection against fleas
(Ctenocephalides felis felis, Ctenacephalides canis) on dogs living in a seriously infested kmn:l
from the 6th day after fitting up until the 90th day. From the S0th day up until the end ofthet.nal
(195th day), protection was incomplete to the extent that it was lacking for briefpcdods.oft_:me
(oncpositis'emminaﬁon)indamdcgs,nndfork:;:rpuiodsﬁand?mmmom
respectively ) in two dogs, and completely lacking in one dog.

B:ga:ue ofﬁeﬁ’ghwa:i?;m&atwuamofﬁsﬁd,hhmmbhm
think that under "normal” conditions protection would last for 6 months.

As for the collars that were lost during the trial, the cause is most probably due to the very
special conditions of the dogs' environment.

* Deviations or amendments from the protocol. None reported
* Foreach tested species, report the % efficacy (e.g. knockdown, mortality, repellency)
for each treatment group. Include the following information, if applicable:

o Timepoints (e.g., 4 h, 24 h) at which greater than 90% efficacy was observed.

6th to 90th day after application

o Tested a.i. application rate: Not determinable

o Surface tested, for residual studies (e.g. ceramic tile, wood panel): Living

animal

o Formulation type (e.g. acrosol, granular): Treated collar

o Application type (e.g. direct, surface, area): Surface

o Timepoints at which corresponding control mortality is greater than 10%: Not

reported

Conclusions
Use of a Scalibur collar containing an unreported concentration of Deltamethrin, caused

290% reduction in flea numbers from the 6th to 90th day after application.

Because of how the data were reported, precise 90% efficacy levels were not
determinable.
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